
[Docket No. 2004N-OX4] 

Public Information Regulations 

AGENCY: Food and Drug Administration, HHS. 
,‘ ;. , 

“,_. 

ACTION: Direct final rule. 
_ ,,. (/ ., j,, , I 

‘, __ 

SUMMARY: The Food and Drug Administration (FDA) is amendi,ng its public 

information regulations to implement more comprehensively the exemptions 
3.8 . ../.; 

contained in the Freedom of Information ‘A& (FOIA). ‘This aetion,&cdrporates 
‘., 

,._ _.” 

exemptions one, two, and three ofFOIA into FDA’s’public information 

regulations. Exemption one applies to information that is classifie’d in the *., 1 ., ,(,, ,I .~‘a., 

interest of national defense or foreign poli&y.’ Exemrjtion’two applies to record’s ” 
; ” ~ 

that are related solely to an agency’s internal personnel rules and @act&s: ‘- .” 
j./ .” 

Exemption three incorporates the various nondisclosure provisions that are 

contained in other Federal statutes. Elsewhere in this issue df the ‘~&l&i” ‘..’ ” 
e_, ” 

:, ,_ .1 _” - (_ ..-.,i _. ^. 
Register, FDA is publishing a companion proposed rule, under the agency’s ,- 
usual procedure for notice-and-comment rnjemaking, to provide a procedural 

,, _ . , . ., ‘ ;_j , / 4 .’ 
framework to finalize the rule in the event the agency receives any-significant 

adverse comments and withdraws this direct final rule. I..~x..-,, _<_,(. “,r... ,.“., 

DATES: The rule is effective [insert date i3i? days after.date of pub&cation’& “, 
. 

I. 
the Federal Register]. Submit written or electronic comments by [in+ert &te, 1 

75 days after date of publication in the F6d&~l*Regis&r]: If-FDA recerves no 

significant adverse comments by the specified comment period, the agency win 
,‘ ” 

oco411 
. 

AQ’Oc/nl~O2/cf 
: 

1.” _  _/ 



this direct final rule. If the agency receives any significant adverse &nments 
. ,. .,_ 

during the specified comment period, FDA intends to withdraw thisId”irectt ..“‘. , 
‘L( ,. *,. ,,_ ^ _ “,,, ,, ,,~ ._. _ . -, ‘,-, /. “- _.j ,I * ” y< a*.. ii*/. ^I “.ws ~V,@,.<~ “.W . ;. .,, I : ,,*_ -I ,. 

final rule before its effective date by publication‘ofadocument ;n*the Federal 

Register. r,_ 

ADDRESSES: You may submit comments, identified by [Docket No. 2&$- ” 

02141, by any of the following methods: 

Federal eRulemaking Portal: htfp://www.regulafions.gtw. Follow the . ; 
,I 

instructions for submitting comments. . ~ 
Agency Web site: htfp://wwcv.fda.gov/dockefs/ecomments.‘ FTo&‘G the “’ .:., ‘\_.’ 

li (, 
; ’ .; ” ,; ^/I; ,...‘” ,. _ , 

instructions for submitting comments on the agency Web site. 

subject line of your e-mail message. 1 “,.,( , 

FAX: 301-827-6870. 
““, ,^ 

‘, :,.- I, (, ‘_,‘,” ,. ’ 
I. 

Mail,Hand delivery,Cou~ier [For,paper, disic, or  CD-.~OM~subm~~~~~~~~:,,. ^ “(-1 -, :., ” .I” 

Division of Dockets Management, 5630 Fishers Lane, rm. 1061, I$$$$&~ Gfi”’ 

~. * 

20852. 
._ .^ _,. ,*:i_ _, . 

_,I, , _(  -.-_- 

Instructions: All submissions received mu& in&h$e” the agen&narne. and 
asi . . .“, _I, . _, 

Docket No. 2004N-0214 for this rulemaking. All comments received_will be 
posted without change to hrfp~,,~~~dcl~gov~~o~~~.~~~e~~~~~~~~~~~~~~~~~: o- .‘, .’ ./ 2 “- 

any personal information provided. For detaile;d‘in~~ru~~~ons “on,$&$t~i~g ‘- ‘& ‘. “’ 

comments and additional information on the rulemaking procesi, see the’ 
-,*., \* A (_ . . , 

* .l I _ _, ,. *,b;.. IA&_.,. > .j) >** “c’ _. .‘;(. ,>I($ >*, _ _ y_* ._ 
“Comments” heading of the SUPPLEMENTARY INF~R~IATICN section of th& .’ __ I 

: ,“, i.. *,, ., I . ” 
document. ._ _. /” .,/ . 



” _,’ I* i ‘; :. :’ \^,, :. :, 

3 ” . 

Division of Dockets M anagem ent, $30 Fishers Inane; rm:.‘ldi;l’, Rockvil~le~ “j$jD -’ “’ 

FOR FURTHER INFORMATION CONTACT: Betty B . Dorsey, D~vfsion‘of’~~~edom b~ ’ ” 

Inform ation (HFI-35), Food and Drug Administration, 56fiO~I%h&s L&e‘ _‘,” ._ __j.. / ,, ._ ..,.,..:~r,..:-,,-,.,; .(. ,.;’ ,, .I” .; ._ > 

Rockville, MD 20857,301-827-6567. , ._., > 

SUPPLEMENTARY INFORMATION: ’ 
_. ,_ ., “, I “. _Ij 

I. Background 

FDA is amending its public inform ation regulations toincorp&ate ’ 
~ L .I 

exem ptions one, two, and three of the FOIA (5 U.S.C. 5’52). FOIA ijrovides ^. - -I 
~. “, ; .I 1 / ‘_/.‘ ;. .: . 

that all Federal agency records shall be m ade availableto.the pUbl’ic~upon” I’ i P  

request, except to the extent those records are protected from  public disclosure’ ” (,?‘, ;/. ,I I 
by one of nine exem ptions (5 U.S.C. 552(b),) or one of three speciallavv ’ _( “‘Y I-’ I ‘. 

.: 
enforcem ent record exclusions (5 U.S.C. 552(c)). FDA* originally issued”*its’ *. _. ^ s < yr ;:: 1 ‘I : ? ; I , I.“. I ,:, <) ,a. .>~“;,.q~,:.“+ i, *  . . . public inform ation regu]ations ~irnplernentin~-Fbl~“Zn +.$‘i; x;c;$&+.at th& ._I ‘!~ ^ . 

x :,-:, _“. y ,,,, ..~- 
tim e, FDA’s 1974 regulations explicitly addressed four of’& nine j&A ’ 

i . . 

;,*, _r j _I‘* v ,/,. ,)” -*? _, ,,, ,+,,, ;,+* ;. :* ; __, 
exem ptions that were then perceived to be of-pati;c/la& .h’o~t~~d*i!“t5.&~~.’ ” .” x ‘b 5 ‘(_,,- 

-, “. ,_ i L: ” -: .” ,, ( ‘I *  . , : .j .- ” _ *(, ::&*  “;,& .i<,<,,, i&.‘,&.~. *&$2, .:pr;:> 
agency, those relating. to trade secrets, internal m emtiran&; ‘pksonal prwacy, ” -, 
and investigatory files (39 FR 44602, Decem ber 24, 1974). FDA‘tiGti.finds.‘it 

,:..,A ,. .iil ‘, ,&.. 
necessary to address exem ption one (5 U.S.C. 552(b)(l)), givejn the Presrdent s 

/ ii-l. (_I y,; .,_. j”N. .*h:* , / ,<+ 

designation of the Secretary of Health and Hum an Services tcYcla&&fy . 

” “” ~,, ~. , . _..% , wg I ̂ A  _ “/ ;. ,“~“.r ,‘ **  . . 
records, internal m atters whose disclosure would risk clrcumven~~~~-,,~fa!egal 

.,‘. 
<I/ : .- . ._ 

requirem ent, this exem ption is of fundam ental im$ortance to’ hom eland^” a ..” ‘l” ‘I’” . 
I. 

security in light of recent terrorism  events and heightened security aGarene& “̂  _.,“I, ,* I ,s ; I_ ‘:I ;, ” _,,.I. X_iI. <,,C,, 
In addition, FDA now finds that exem ption three (5 U.S.C. 552(b)(3)), wh’ich 

i _\ :. ..,.. r ^  ,, ^:.I __ , , 
,. , 1, I -. .;_, _A~.. ,-. ,I_ ,.I, _“_ : ._, 

..-;,. 



incorporates the various nondisclosure provisions that are contained in’other ^’ 
,I... )_ ; ‘_ \ 

,~I _r_ __I. -_ 

FDA is amending, by direct final rule; subpart D of its public information’ ” ’ ‘. 
* .._,j( ‘ ., 

. e.. I, _,. * ..‘,> I/j,,.. 
regulations in 21 CFR part 20 to incor@rate these three “exemptions. 

‘1 .’ 

II. Direct Final Rulem.akfng 

FDA has determined that the subject of this rulemiking is’sui&le for a 
_ L .” r ,“. r >i.,” . L- 

direct final rule. This direct final rule amends the agency’s~pubi~c~~fo~~ation 
1 

. . _” 
regulations by incorporation of exemptions one, two, ~n~tjt;,,,~,f~oirAj’;w~ic~ 1~ ” i;l. 

have become increasingly relevant to FDA and its records. &cau.se’these’ 
; .I ,_ 

,_., ,~. ,, ; _, _,( 
exemptions are already contained in F”OIA, this action should be .’ x* ’ 

.,” ,,_ ._” ., /. : ,. ,L 
,.“̂  .-i.- 41 _,, 

noncontroversial, and the agency does not anticipate receiving any significant ,. 
._ ,‘. ,_ 

adverse comments on this rule. , ‘. . 1, _. 
_ _- 

jXrj -1, ,.,. i&i.., car,” _\ *,,.iL*. ,i.-“.vvL. .“-.A, *. ,. , I, ~. 
If FDA does not receive significant’ adverse comments’%uring the specified 

adverse comment is one that explains why the rule would‘be iti@ jEj$G&~v ‘̂  --. ^-” ** ’ I. . ‘“““,” ,: , *‘, I j_, :. I_ ̂li. I, _, . . (I 
including challenges to the rule’s underIying”IGemise ‘or aIq&%ch; or’tihy. it 

.: ~. 
“. . ,.(-i _’ ._ ,a, ,,_ lll. _, n_ “, I .$a _, I, _, /s ,., _ . . r . I /. . 

would be ineffective or unacceptable without a change. A comment 
.-, ^X 

recommending a rule change in addition to this rule will*not be,,co,ns$ered I” ] 
a significant adverse comment unless the comment states why ,$“& ru~yvj;;;dJJ .IC +I .“, *:* \ *. ‘.‘ CS *A :* 

~, i , 
s .* ‘“* . 

be ineffective without the additional change. If‘tim6ly signifidant’~d;r-rse“~‘-- ‘1 ,.~“‘, 1’ .“‘l’ ‘*IS ” :-:,.: 
-. ; /, *a. ,.b,_. ._, _,, _,. .1 . =” i v* . cTt /- V./L 

comments are received, the agency will publish a document of significant 
: .-, ,* ,_l_ 

_ ;, 
adverse.comment in the Federal Register withdrawing this direct final rule:*““” / -: : ) : j ̂  

Elsewhere in this issue of the Federal Re$bfer, I%A is I&bli&ing’a * ,_a_ ,y ,;‘ /1”~ 1 . ..” illI_L”~*,_ ..“I < .,- .x~_l~..,., ~” ,,,- : ., , :. ” 2. :- ._ , * & ‘/ .., _ .,“. -. I L^ 
companion proposed rule, identical to the direct finalrule’; that’I&vides’a 

.., ., 

procedural framework within which the proposed rule may be final&$ in the ’ 1 



_ .,,.-: *“.+ 6; I -s j, .;i “I, 5.,.,.~i”e Ijl, ,z-, _ LI .‘; liiii:“d, 
event the direct final rule is withdrati be&&e sf slgmflcant adverse 

% xi, ._ _ *. _, ,~ 1 ‘. :. , .* I 
: .- ,(_ 

comment. The comment period for the direct final rule runs c~r~,c~~~~~~l~~‘~it’h “’ ’ “̂  

that of the companion proposed rule. Any ~oriirn&iG7~&ti~iVe~ Gi;&r’GGYSS* 
v . . _,._ 

^. _. *.., 4.” )/. I. “” -, I. I. . ./, , , 4 ,. :. , ,~ > , ‘- -. 
companion proposed rule will be treated as comments regarding t%e &&G&t . _ 2,., __, 
final rule. Likewise, significant adverse comments submitted to’&e’“d@t ‘fi;l@ l 1. ~ 

“. -. 
rule will be considered as comments to the compatiion propos~~‘rue,and’;jle.. _) 

/, ._I) ., ,.*,j.‘i. :, .‘: _;:“. _I “‘: (1,. j 3 : “i’ ‘-^ .: ..A~.*,t’~$i‘,’ ,,,. II-z..,“xx ..,, “. 
agency will consider such comments iti developing’s finG1 rule.‘I%A till1 not 

“.l;,>x.r.<. (i 

,. _. 
provide additional opportunity for comment dig the.&otip&ion proposed rG’lk. ’ 

,-. ,. 
If a significant adverse comment applies to an amendment, paragraph, or ,. ._ ,“, ._. -. I /“: :A. __,“__ 1*,. ,. _.,_ ,. .,, ,, “, ,_ .) .I 

section of this direct final rule and that pro%on ma~be’s&r&!f f&m%% *’ ’ .- ._ ,. /.> 

:. ,,_ 

.I 

I I- 

\/ 

remainder of the rule, FDA may adopt as final those provisions,&thG rSe ” .- 
_, _- 

that are not the subject of a +$-ii&&%&er~e com’&e& :A f~~l~‘dO&$&~~G~ ’ 
.I, “ 

’ .* ’ I’ 
‘*l.?..“, ” \, i i’r..~.:..% \ 

_,- ‘:. .) :. ,_,‘. 
of FDA’s policy on the direct final rule procedures may be found in ‘a’&&l’arG .” “’ ‘~ 

nor an environmental impact statement is required. 

IV. Federalism _“j ,.*< __ 1_ -~!.a., ~,, ._. / 

FDA has’ analyzed this direct final rule in accordance with tlie p&iS$& ” ’ ’ 

not contain policies that have substantial direct effects on the-&t& -on’& .‘” “.^ I ’ I” - . ’ ._^ “.d ._ ,; .“, -* -,I -^A.” *‘a~%% i..r‘ts*-l, ‘:*a ? ,_ . I ,. . . . . 
/ . , d ,,. . ‘I 

relationship between the National Governtieii^t’ati~‘th6 ‘States, or Gn‘tlie ” 
, ..^:. 

,, * i: ̂ ) __, ?,_ . > _( , ._. , -; ., ,^ ;, “i’ i: . . *. ,, I ,,.. ~a* , ‘1 j: “. ” _, i , _.. j lj ” . . 
distribution of power and resp&-xitiiGties atiting the Various levels of“ ’ 

/ _‘. 
I .,;; ,. -. ,” ~ ). I. _ ,/ ,. . * 

government. Accordingly, the agency has concluded that the ~ul~‘c+ @IF :, _. ._ -; ;“<~ :\ __ ,, ,, “‘-Y” I 



,( ._-__; _. ” .: ‘., 
contain policies that have federalism iniplications as defined in‘&G IGeCutive 

I ,. *, .‘_ I)_, “,B ‘. 1 ^ . ;,* 7.: b.,/L. li ,“:<a\., ill->* $ i *.,;:: .>;F:‘“&F; ?;:>,&~;;~&:~~. ‘24:. “..‘. , *ii . o, ,, , ,“‘j.‘; is- ,j 
order and, consequently, a federalism summary imfiack st,atem&t is ndt ” ’ ,,. ,. 

<. 
required. 

,<, _._ .) ,-. *. “ 7’ 
_ . i ,_ __.- “. ” ,, : .I .I 

V. Analysis of Inipacts j _. ., 
;; . ^ “” .i ‘. ~: 

)(__ 
FDA has examined the impacts of the dir&t final Tube under @e$&~, 

,_’ ” ;’ 

.: ,_ ,, ._I,. . . d ,. ” 
Order 12866 and the Regulatory Flexibility Act (5 ~.~.“~.~6O!l-6’1‘%), ‘$tid*&G-““X^x” “” “‘““’ ‘I_‘. ‘, 1 -. ;, 

Unfunded Mandates Reform Act of 19% 

12866 directs agencies to assess all costs 

alternatives and, when regulation Is necess’ary, to select regulatory approaches 
‘, ‘ 

’ _,, >..““_ Sj‘~” ,,<: I #a.& ..~ 1 
that maximize net benefits (including potential economlc,‘enviro~mental, 

,:,. 1. : ,  .  .“, 

. >, ~, 

addition, the final rulek not a significant regulatory a&&n as d~fi’rkd &tLk “- .’ .’ I ,: ,_ j ,- . _ ) “. ., ,‘ ‘_ -^. .<: __ ,, :,.~ .,,. .~...s’...,..:: _T. _(l. I,,__ _ 
Executive order and so i+s ribt subjkt’to ret;i:ew’under~~~e~~edutive order. 

i. : 
. . . _,, ,. ; . .,,- ^, .,’ ,c i ‘,, I _), “-“,.- ,I , _( :,: I( .;. 

Regulatory Flexibility Act, no further analysis is rec$&. 1’ : ‘, ‘. 
_. -4 ,P&,, ,;I ., ‘,.,_ : //s w,, I_ 

_ . ,. ., (, _,1 .._,) ~1 ,,,l” ,._a< ,;.,i- 

in the aggregate, or by the private sector, of $100 million, adjusted annvally 



for inflation. As noted, previously, we find that this final rule %uld’not have, ” x :, __- : ,, ,-.* 1; -\. 

an effect of this magnitude on the economy. 

VI. Paperwork Reduction Act of 1995 
“, _. x. 

The direct final rule contains no collections of information. ‘jherefore, .,: _I . ._ _,,, %A _. I, I.-_i_,_ 
clearance by the Office of Management and ~i;“dgktunderthe’Pa~p.envork ’ 

Reduction Act of 19% is n,ot required. 

VII. Comments 

Interested persons may submit to the Division of ,Dockets Management [see F “< ,~ ‘*,~ . . ‘,‘+*,*, , : $“>m, ., 
ADDRESSES) written or electronic comments regarding this do&rment, Submit . ,‘ ,I”̂  / ,; /_. 

a single copy of electronic comments or two paper copies of any written _j ;, _ ‘. .x : _‘_ , ‘,._ I_ “I_, ) ,,;tn ” ._*I^x~^\%“,* ..,, ,,~ / ̂  
comments, except that individuals may submit one paijer copy. Comments are ; .<’ “, . ‘. 

to be identified with the doc~ket number foun,d in_brackets in the heading of .I --“I” _ ,F..l_ “, ,I _(. ._ _* ,_) j” 

this document and may be accompanied by a supporting memorandum or ‘̂  ,. 

brief. Received comments may be seen in the Division ‘of Dockets ?&%@merit”’ _, ,. 1 ,-, c .* _ 
between 9 a.m. and 4 p.m., Monday through Friday. 

List of Subjects in 21 CFR Part 20 
: 
_ -..I 

., ,,/ a,.. 

Confidential business information, Courts, Freedom of inforn%&i, 
. .,_’ . . 

_’ . 
(, 

Government employees. 
: 

~ ,j ,, __ i y ,, , a,* 
n Therefore, under the Federal Food, Drug, and Cosmetic Act ,and tinder 

authority delegated to the Commissioner of Food andDrugs’; ‘2~CFR I%rfZ@ 

is amended as follows: 

PART 20-PUBLIC INFORMATION 
,A ,. 

(.l/j ), 1  ,“_ >, 

_“_. 

.,; . (. 

B 1. The authority citation for part 20 continues toread as followsi 
1” 

’ _ -_ 
- 

r. 

>. 

‘I . 

_. ‘, 

:  

^. /. ,- “., . j  

“l.. “_ .‘,,“,, -i, / ‘_WI “> 

.  .  . . I  _, ,  

“1 .  , ,  , , I ,  



n 2. Section 20.65 is added to read.as fo&ys,: 

8 20.65 National defense and foreign policy. 

,. 

(a) Records or information may be-withheld from .pubiic discGSi;re:if they - ” “ ---_ _~- ‘“. ;iI ,‘ 7 G 1 : “> -L.. _, “,. I .j j.. 
are: 

(1) Specifically authorized under criteria established by an Executive ‘order ‘.’ ‘. 0. _‘-I _I*. .i’ j’ _ ,“. “. -,‘-!.e.:i ,r.‘;&, , *1, ._; ;- :~;,; ‘!‘_ /’ z. ‘;, 2 ,,. ,). .,. .-I ., .y’ : ,, . .I~, 
to be kept secret in the interest of,n,atio,nal defense or foreign ‘$lG$ an‘d ’ ’ .’ .*a ml,** *““il? Y>,“. “,““i~~~,~.~~~‘“~~~~, 

(2) In fact properly classified under-such Executive order. I ,,. ; ’ 

(b) [Reserved] 
_s ~ ~ +“. , ,  , , ,__ _ ,> I -,. ,U”,)^_ 

.: “- 3, - ,, ’ ., 3 “. \ Y , ;; 5% .“ 
B 3. Section 20.66 is added to readas follows: _, _,, ~~ 1 

/ t::. 
1 ,_ ” 5 ? ““* : .# ““” ; a,:, ;_,; ,,..; ,_ ,_*, __x ,. ,.T);*” ;y +;..ae* r,,x, .‘*‘. _. _, L,_ ,.‘_ _ I j5, >V..<‘ 1 -i s:.: -_ :‘ il.. 

9 20.66 internal personnel rules and practices. I ,- : :,.s 

Records or information may be withheld from public disclosure if t-hey * ~ .” ,_‘ j :s’ -, ” “~._ ,“-.” ” .:.. i . . 
are related solely to the internal personnel rules and practices of theF&d and. ,_ I_ 1’ ,.l 

Drug Administration (FDA). Under this exemption, FDA may w&hojd’recor& 
_ .: e-b. /I. I_ & ,“CI . 

.~ .” j. ” 
or information about routine internal. agency practices and procedures. *Under- . ,., ,,<’ ,.,L,, . _ 

.,. 
this exemption, the agency may also withhold internal records whose,re&e. 

I. 
, L. ,, ” s’ ” 

would help some persons circumvent the l&w. . 
_.^. . . . . . 

‘*_ 
,” ._’ ,j~ ,_” 

. . ., ,_ ,T, ‘.“,..“>I ,_.. j’;~ I I,. i’,. ;, ._ ‘1’. .’ j :, ._. \ 
I 4. Section 20.67 is added to-read as fol]otis: 

8 20.67 Records exempted by othei sttitut$s. 
‘. 

Records or information may be withheld from public disciosur6 if a statute 0 i- i. ,,a _*, I., .i i,r”.v ,. _‘ “_ 8 , ) . ;, , _.,, ,“, “.I.. ,.d, “! “‘” -‘v<~+“““” I,,?,. >i., 
specifically allows the Food and Drug Administration (FDA) to ~withhold~tb,,$~m~, 

iy _+. ., ” .y “ I. “.k ,“. >,(, ^ 
,- 1. ._. --~‘̂ ,‘,.A ,- ,j- ‘. . . i +.- ” ,\ #A*.i,; _,,,.,. x, _).. -, I~ ‘,_ i !< :‘“~“. . 

FDA may use another statute to justify withholding records and~inform’at~on. 
: “... 

I.i ,,l “/S. .,, ,,.1, “_‘ .““l.““...-. ,‘I .’ ’ “, ,” 6 , “, ,~..“-“~‘ji.i.~l.:;“,:F.,. ,<I.,, w/.1_, . ,. -: ,_+_, (., j., 2 ,., _,l$r. __ , 



,, ,, , 

9 

_., .-.i : --,, ,,._ I _, 

(( ,,,__* ,. ,“. .I , ;“” “,y$‘. ;(,Le”.^l, Si_ * _ ,_ _ _ 

sets forth criteria$ guide 9u.r -‘_ _ 
.1 :,,- _. ; ,. .f, .: 

only if it abs&Q$y prohibits disclosure, ,, A ., i.l ,\,_ “,& (_ ,_ I 

withheld. 

Dated: 

, ^ ,, ,, 

Commissioner for Policy. I : " . . 


